CELLULAR RESEARCH, LLC
Dual Action Cleanse

BASIS OF INQUIRY

Direct response advertising for Dual Action Cleanse colon cleansing product was brought to the attention of the Electronic Retailing Self-Regulation Program (“ERSP”) pursuant to anonymous competitor and consumer challenges. The thirty-minute direct response advertisement is presented in the form of a talk show hosted by Duke Liberatore and Dr. Jan McBarron who conduct an interview with Klee Irwin, the spokesperson of Dual Action Cleanse. During the thirty-minute advertisement, Mr. Irwin discusses the benefits of using Dual Action Cleanse and answers several telephone calls from purported “listeners” of the talk show. Based its review of the infomercial for Dual Action Cleanse, ERSP identified the following representative core claims that were communicated in the advertising regarding the general efficacy of the product:

1. Establishment Claims

· “…tested on actual patients”

· “…and only cleansing product created in a nutritional clinic given to actual patients…117 different adjustments …that’s why it works better than anything else on the market.”

2. Performance Claims

· “Keep yourself free of toxins”

· “Helps reduce the body’s toxins, cleanse the liver, kidneys and colon, purify the blood, release the chemicals stored in fat, and rid the body of excess weight and water.”

· “…consume approximately 100 times more pesticides, chemicals, livestock hormones, preservatives, and carcinagens than previous generations.”

· “…detoxifies the whole body…and removes the layers of build-up in the intestinal system.”

· “In a very short time you will have bowel movements in increased girth and length.”

· “Just about everyone will receive some type of benefit from this.”

· “Some can feel results in as little as 7 days.”

· “If you want to lose weight fast…lose ten pounds overnight.”

· “Increase Your Energy!”

· “Cleanse Your Entire System”

· “The result is an overall improvement in your health as your entire system begins to maximize assimilation of essential vitamins and minerals, while creating stronger healthier building blocks for years to come.”

3. Testimonial Claims

· “My weight is coming down, I don’t have as much of an appetite, my stomach feels like its getting flatter, and my waist-I can see a difference…and my face…”

4.  Comparative Claims
· “A better cleanse…purest blend of herbs and fibers.”

· “…don’t have to use it all the time as opposed to  a powder which requires you to take it every month”

MARKETER’S POSITION

Cellular Research explained that Dual Action Cleanse is an all-natural herbal formula comprised as a two-part system (i.e., the Total Body Purifier and the Colon Clear Formula) formulated to maximize one’s elimination without causing uncomfortable cramping via frequent healthy bowel movements while assisting in cleansing the vital organs, in particular, the digestive system.
As background information, the marketer noted that a clean colon contributes to good health and vitality and that the product known as Dual Action Cleanse has been available to the public and serving the colon cleansing and body purification needs of consumers for nearly fifteen years. The product, which was formally marketed as Ultimate Cleanse, was originally developed through years of experimentation and human testing by Lindsey Duncan, a “prominent Certified Nutritionist and founder of the Home Nutrition Clinic in Santa Monica, California, one of the most prestigious nutritional practices in the United States ...”. The marketer cited to Mr. Duncan in various publications, particularly his discussions on the importance of internal detoxification and the role of colon cleansing in promoting the removal of poisons from the body. For example, in a similar article, Mr. Duncan make reference to Dr. Bernard Jensen, Ph.D, who noted that:

“Every tissue in the body id fed by the blood which is supplied by the intestinal system. When the intestines are dirty, the blood is dirty and so are the organs and tissues. It is the intestinal system that has to be cared for first before any effective healing can take place.”  

Moreover, Mr. Duncan concurs stating that :

“Constipation, stomach bloat, poor digestion, gas, fatigue, weight gain, excessive mucus, arthritis, poor skin, poor memory, lower backache, depression, body odor and bad breath…can all be alleviated through internal detoxification.”

With respect to the advertising at issue, Cellular Research maintained that the main message being communicated by its advertising is that Dual Action Cleanse improves or can improve bowel movements for many consumers, thereby removing toxic or potentially toxic fecal matter from the body and that by doing so contributes to a person’s health and well being.

1. Establishment Claims

According to the marketer, in addition to the extensive clinical testing that Lindsey Duncan conducted on Ultimate cleanse during its initial years of development and introduction to the marketplace, a placebo controlled clinical study was conducted in 2002 on the same product (i.e., later named Dual Action Cleanse) According to Cellular Research, the study confirmed the high efficiency of the product as a purgative in all subjects in the treatment group within the first few days of use, quickening bowel movements to 2 to 3 per day and softening fecal matter. Also compared to the control group, the treatment group experienced a significant loss of body weight over a three week period. No side effects were observed during the study and the test administrators found the product well-tolerated.

The marketer confirmed that the ingredients in the formula have remained exactly the same since Cellular Research acquired the rights to the product under the name “Ultimate Cleanse” and then changed the name in 2004 to Dual Action Cleanse. Moreover, the marketer stated that none of the original ingredients have been modified in any way. It did note that binders, fillers and trace amounts of enzymes are adjusted from time-to-time to improve stability, but these have no have no impact on product performance.

2. General Performance Claims

The marketer attributed the success of the product to 29 herbs and fibers in the Dual Action Cleanse formulation and submitted extensive documentation on the purportedly proven colon-cleansing and body-purifying properties of the primary ingredients found in Dual Action Cleanse. According to the marketer, many of these ingredients are well-known agents stimulating the muscles of the colon and removing impacted (hardened) fecal matter from the walls of the colon, both of which work to produce better bowel movements and greater discharge of toxic fecal matter from the intestinal system.

For example, the key active ingredient in the product is Cascara Sagrada, which is described as one of the “safest” laxatives available and “…can be used to restore tone to the colon and thereby overcome laxative dependence in the elderly…”.  Additional ingredients include, among others, psyllium (a bulk laxative that promotes muscle contraction and loosening of impacted fecal matter), ginger (effective in lessening digestive stagnation and ‘transit time’ for flow and removal of fecal matter) and lactobacillus acidophilus (a digestive agent, shown in several studies to be beneficial to colon health).

The marketer also submitted numerous published industry articles on the benefits of colon cleansing and detoxification in protecting the health of the intestinal system and the body as a whole by removing excess matter that the body does not need and that can become harmful if allowed to remain. 

The marketer maintained that the advertising does not make any claims that Dual Action Cleanse will prevent any specific serious disease, but instead, clearly communicates that Dual Action Cleanse can work to improve ones health by inducing improved bowel movements and resultant evacuation of toxic matter from the body that can play a role in the creation of health conditions.  

The marketer also submitted a number of consumer letters attesting to their satisfaction of the Dual Action Cleanse system and referred to advertising of other competitive colon cleansing and detoxification products which it maintained were disseminating messages much more ambiguous than those being communicated by the Dual Action Cleanse advertising.

The marketer explained that the “toxins” refers to impacted or otherwise excess fecal matter that is removed more effectively from the colon through use of the product. It was not the marketer’s intent to refer to “all” toxins in the body and did not believe that the ordinary, reasonable consumer would misinterpret this statement to mean that all toxins would be removed from the body and that by using Dual Action Cleanse they would make the body, literally, toxin free. Similarly, according to Cellular Research, the claim to “cleanse your entire system”  in the context of the advertising would be reasonably understood by consumers as applying only (or certainly primarily) to the intestinal region and not “the entire body.”

With respect to claims of “increased girth and length,” and seeing results “in as little as 7 days,” the marketer maintained that the statement was supported by the clinical study referred to in the prior section as well as consumer testimonials. Cellular Research stated that Dual Action Cleanse improves not only  the frequency, but the quality of bowel movements and that it does so in a matter of days. The marketer added that the study found not only more bowel movements occurring within days, but a softening of the fecal matter and that the descriptive language (“increased girth and length”)”is simply intended to mean that the shape and size of the stools will or should often be better.

The marketer argued that its claim “If you want to lose weight fast…lose 10 pounds overnight” should not be read literally to say that a person will actually lose pounds “overnight” with Dual Action Cleanse. Cellular Research stated the product is not a weight loss product per se, is not marketed as a weight loss product and should not be used as a weight loss product, adding that weight loss is only an ancillary benefit of using the product, as was demonstrated by the clinical study (i.e., subjects in the study lost up to 7.7 pounds in only three weeks).

Similarly, with respect to the “increase your energy” claim, all that was intended to be communicated was that people who are less bloated and freer of toxins in their bodies feel lighter and better and, therefore, more “energetic,” i.e., “feel” like they have more energy and vitality.

3. Consumer Testimonial

Cellular Research contended that this is an overall accurate representation of this consumer’s experience and is reflective of the ancillary weight reducing benefits of Dual Action Cleanse. The marketer noted that the portion of the statement, “I don’t have much of an appetite”  has been removed from the testimonial as it appears in advertising for the product.

4. Comparative Claims

The marketer argued that claims that Dual Action Cleanse is a “A better cleanse…purest blend of herbs and fibers” is a highly subjective statement and not susceptible to proof, if at all. Cellular Research added the statement is essentially puffery and not material. The marketer contended that the term “better” in the context of the advertising is puffery and would not be interpreted as being a specific or measurable claim, asserting that there is no clear cut or tangible attribute being referenced in the statement. 

With respect to the comparison with powders that have to be taken once a month, the marketer argued that Dual Action Cleanse is to be taken on a “as needed basis” and is not recommended for frequent use. The statement according to Cellular Research, is meant simply to convey the factual truth that Dual Action Cleanse needs to be taken much less often.

ANALYSIS
As support for the product performance claims made in its infomercial, the marketer primarily relied on the 2002 clinical study conducted on Ultimate Cleanse and the published research articles on the product’s individual ingredients.

1. Establishment Claims

There was some dispute about whether the marketer’s claim to have tested Dual Action Cleanse on “actual patients” would properly be considered an establishment claim. As ERSP has noted in several prior decisions, generally, establishment claims refer to claims made in advertising which through words or visual devices represent expressly or implicitly that there is scientific evidence which proves or “establishes” the truth of an advertiser’s claims.  In evaluating whether the claim was, in fact, an “establishment claim” it was imperative for ERSP to review the claim in the context of the advertising. Accordingly, after re-evaluating the claim in context, ERSP agreed with the marketer that a claim that the product was “tested on actual patients” would not conclusively mean that claim was equivalent to an establishment claim, such as one stating, for example, that the product was “clinically proven.”  For instance, it may not be implausible for a product to be “tested on actual patients” for exploratory purposes in a non-clinical environment.  As Cellular Research notes, for a claim to be considered an establishment claim, the representation must communicate that there the scientific evidence which proves or “establishes” the truth of an advertiser’s claims, which does not appear to be the case here. In fact, another statement in the advertisement indicates only that the product was “created” in a nutritional clinic …and “given to actual patients.”
ERSP also concluded that literal statement that the product was “tested on actual patients” was clearly supported by the 2002 study on the Ultimate Cleanse formula which was later re-named Dual Action Cleanse. The study was conducted on 20 patients, placebo controlled and the results were statistically significant. The marketer also submitted a Certificate of Analysis of the concentration of the ingredients contained in the Ultimate Cleanse product that was tested and a Certificate of Analysis of a sample of the currently marketed Dual Action Cleanse product, confirming that the primary ingredients (i.e., Cascara Sagrada, Fennel, psyllium, ginger, etc.) are fundamentally the same as the ingredients in the product tested in 2002.
2. General Performance Claims

ERSP determined that the results of the 2002 study discussed above, which indicated that the product was effective as a mild purgative and in treatment of patients with various diseases of internal organs, in conjunction with the submitted documentation on the individual ingredients contained in the product, provided adequate support for the marketer’s claims regarding the general effectiveness of Dual Action Cleanse. Moreover, ERSP agreed that claims such as “Increased Energy” would not be understood by consumers as a scientifically provable or measurable health representation, but, instead, simply as an ancillary benefit of feeling lighter and less bloated due the reduction of certain toxins from the digestive tract.
With respect to the other, more specific claims listed in this decision’s Basis of Inquiry, while ERSP agreed that some of the claims were not core performance claims (i.e., …consume approximately 100 times more pesticides, chemicals, livestock hormones, preservatives, and carcinogens than previous generations”) within the procedural purview of this self-regulatory forum, other claims specifically related to toxins, the time period for product performance and the specific kind of results consumers could expect clearly necessitated supporting evidence.
In general, toxins are substances which may accumulate in the body and could be harmful or poisonous to the system. Moreover, toxins may exert harmful effects by normal physiological processes in the body and may result in a temporary or permanent pathological disease. In light of the plethora of various toxins originating both outside the body (exogenous toxins) and from normal and abnormal metabolic processes in the body (endogenous toxins), along with the potential for consumers to misunderstand the type of toxins that Dual Action Cleanse is designed to remove (i.e., “detoxify the whole body”, “Keep yourself free of toxins”), ERSP recommends that that future advertising for Dual Action Cleanse more accurately communicate the specific type of toxins (i.e., impacted or otherwise excess fecal matter) that the product has been proven efficacious for.

Notwithstanding the marketer’s reliance on respected sources such as Lindsay Duncan indicating that “[E]very tissue in the body is fed by the blood which is supplied by the intestinal system…” and that “… when the intestines are dirty, the blood is dirty and so are the organs and tissues, the marketer has voluntarily agreed to address this issue and modify similar claims such as “[Dual Action Cleanse] Helps reduce the body’s toxins, cleanse the liver, kidneys and colon, purify the blood, release the chemicals stored in fat, and rid the body of excess weight and water.”
ERSP notes its appreciation of Cellular Research acquiescing to the spirit of self-regulatory forum and its commitment to re-visit its advertising regarding unqualified references to toxin removal in all parts of the body. 

Similarly, though disagreeing with ERSP’s determination that consumers could reasonably take-away a weight loss message from the advertising (“If you want to lose weight fast…lose ten pounds overnight”), the marketer “decided to discontinue use of this language” and indicated that it would be “removing [this language] from the infomercial.”
ERSP further concluded that the 2002 study provided adequate support for the express claims of product performance, such the time period that consumers can expect perceptible product performance when the product is taken pursuant to the instructions on the product packaging (“Some can feel results in as little as 7 days” and “In a very short time you will have bowel movements in increased girth and length.”). As the marketer noted, the administrators of the 2002 study observed the “[N]ormalization of defecation in the patients suffering from chronic constipation and, quickening thereof up to 2-3 times daily in all the rest of the patients … starting from day 3-6 of taking the preparation.” The test administrators added that “The majority of patients of the studied group adequately responded to twice-three defecation to the dose 3+3x2…”. 
3. Consumer Testimonial

In light of the Cellular Research’s statement that Dual Action Cleanse is not intended to be marketed as a weight loss product and that nominal weight loss may simply be a by-product of using the colon cleanser, ERSP appreciates the marketer’s representation to modify the consumer testimonial at issue and the context in which it is presented and to alleviate any potential consumer misinterpretation by disclosing that results may vary among users of the product.
4. Comparative Claims

ERSP concluded that Cellular Research’s claim that consumers “…don’t have to use [Dual Action Cleanse] all the time as opposed to a powder which requires you to take it every month” was consistent with the indications contained on the product packaging and was a fair comparative description of a particular product attribute as compared to competitive powder-based colon cleansing products on the market.
Conversely, ERSP was not persuaded by the marketer that the “works better” claim communicated in the infomercial would not be understood by consumers as a measurable and unqualified claim of product performance. 

It is a basic premise of advertising law that an advertiser/marketer has the burden to support any reasonable interpretation of its advertising and in evaluating comparative claims it is imperative to review the claims in the context in which they are presented. In the advertising before ERSP, viewers are expressly told that product is superior to other colon cleansing products because it was developed in a nutritional clinic (i.e., “… on actual patients”) and that, in developing the product, it has undergone over a 100 different adjustments in the ingredient formulation. In fact, based upon these and other factors discussed in the 30-minute advertisement, the marketer goes on state that this is one of the reasons why “…it works better than anything on the market.”
The National Advertising Division of the Council of Better Business Bureaus, has held in numerous cases that a “works better” claim can be reasonably interpreted as an unqualified superiority claim and, in its analysis of the reasonable messages being communicated by the infomercial, ERSP determined that the “works better” claim in conjunction with discussions in the advertising of the short time frame in which product performance can be expected by consumers (“see results in as little as 7 days”) and the express statement of resulting product performance (“increased girth and length”) would not make it unreasonable for consumers to understand the claim to be a measurable one relating to the performance of Dual Action Cleanse as compared to other colon cleansing products on the market.

As such, if it was simply the intention of Cellular Research to communicate that its product is one of the finest colon cleansing product available, ERSP recommends that it modify the claim in such a way that will alleviate any potential for consumers understand the “works better claim” to be a representation of unqualified product superiority.

CONCLUSION

ERSP agreed that the claim that the Dual Action Cleanse System was “tested on actual patients” was not an establishment claim in the context of the advertising. Notwithstanding this determination ERSP concluded that the 2002 test on Ultimate Cleanse provided adequate support for specific claims of product performance. ERSP did recommend that future advertising for Dual Action Cleanse more accurately communicate the specific type of toxins  that the product has been proven efficacious for. The marketer did voluntarily agree to address this issue and modify similar claims such as “[Dual Action Cleanse] Helps reduce the body’s toxins, cleanse the liver, kidneys and colon, purify the blood, release the chemicals stored in fat, and rid the body of excess weight and water” and implications from the advertising that Dual Action Cleanse is a weight loss product.
Lastly, ERSP concluded that Cellular Research’s claim that consumers “…don’t have to use[Dual Action Cleanse] all the time as opposed to  a powder which requires you to take it every month” was a fair comparative description of a particular product attribute, but determined that it would not be unreasonable for consumers to interpret the “works better” claim in the context of the advertising to be a measurable claim relating to the performance of Dual Action Cleanse as against other colon cleansing products on the market.
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MARKETER’S STATEMENT


“Cellular Research, LLC has great respect for the role of the Better Business Bureau’s National Advertising Division and the Electronic Retailing Self-Regulation Program (“ERSP”) in seeking to ensure truth and consumer confidence in commercial advertising.  It welcomes and appreciates ERSP’s thorough and thoughtful review of advertising for its all-natural colon-cleansing product, Dual Action Cleanse.

As recognized by ERSP, the substantiation provided by Cellular Research, including the results of controlled clinical studies, demonstrates the colon-cleansing and overall health benefits of Dual Action Cleanse.   Dual Action Cleanse is a proven, highly innovative and effective intestinal cleansing product that is bringing new relief, increased vitality and improved health and well-being to hundreds of thousands of people all across America.   Cellular Research appreciates ERSP’s recognition and acceptance of the value of its Dual Action Cleanse product.

Notwithstanding its acknowledgment that Cellular Research possesses a reasonable basis for its performance claims for Dual Action Cleanse, ERSP questions the basis for one claim comparing Dual Action Cleanse favorably to competing products, and recommends a few other, relatively minor changes in its current advertising.  While Cellular Research does not necessarily agree with ERSP’s analysis and conclusions on these points and believes its advertising for Dual Action Cleanse is accurate and truthful in all material respects, it certainly respects ERSP’s views and will take them into consideration in future Dual Action Cleanse advertising. “
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